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Introduction 

Drug Enforcement Administration 

Office of Diversion Control 

Registration and Program Support 

ARCOS Unit 
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Introduction 

Office of Diversion Control 

… prevent, detect, and investigate the diversion of 
controlled pharmaceuticals and listed chemicals 

from legitimate sources while ensuring an adequate 
and uninterrupted supply for legitimate medical, 

commercial, and scientific needs. 

- Mission - 
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Introduction 

Controlled Substances Act 

Title 21 U.S. Code, Section 827 
Manufacturers and Distributors are required to report 

controlled substances transactions to the Attorney 
General. The Attorney General delegates this authority to 

the Drug Enforcement Administration (DEA). 

Automation of Reports and Consolidated 
Orders System (ARCOS) 
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Introduction 

ARCOS Unit 
… CAN assist with: 

… CANNOT assist with: 

ü Technical issues with reporting systems 
ü Understanding how to report 

ü Problem solving 

L Filing reports on behalf of reporter 
L Granting exemptions or extensions 

L Issues outside of ARCOS (including Registration) 
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Updating Contact Information 

Additional Notes 9 



Updating Contact Information 

Additional Notes 

Paper Request Form 
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Updating Contact Information 

Additional Notes 

ARCOS Online 
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Updating Contact Information 

Additional Notes 12 



Reporting Overview 
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Reporting Overview 

Title 21 Code of Federal Regulations 
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Title 21 U.S. Code and 
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21 U.S.C. § 827(a)(3) 

Reporting Overview 

“... every registrant … manufacturing, 
distributing, or dispensing a controlled 
substance or substances shall maintain, on 
a current basis, a complete and accurate 
record of each such substance 
manufactured, received, sold, delivered, or 
otherwise disposed of by him …” 

16 



21 U.S.C. § 827(b) 

Reporting Overview 

“… shall be maintained separately from all other 
records of the registrant” 

“… shall be in accordance with, and contain such 
relevant information as may be required by … 
regulations of the Attorney General” 
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21 U.S.C. § 827(b) 

Reporting Overview 

“… shall be kept and be available, for at least two 
years, for inspection and copying by officers or 
employees of the United States authorized by the 
Attorney General.” 

“… in the case of nonnarcotic controlled substances, 
be in such form that information required by the 
Attorney General is readily retrievable from the 
ordinary business records of the registrant” 
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Corresponding violations to 
21 U.S.C. § 827 
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Reporting Overview 

Who Reports to ARCOS? 

*Per 21 U.S.C. § 802(15), these activities are considered “manufacturing” 
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Reporting Overview 

What is Reported to ARCOS? 

ØDOSAGE FORM AND BULK MANUFACTURING 
ØPACKAGING AND REPACKAGING 

ØACQUISITION AND DISTRIBUTION 

ØEND-OF-YEAR INVENTORY 

ØLABELING AND RELABELING 

ØREVERSE DISTRIBUTION 
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Reporting Overview 

What is Reported to ARCOS? 

ØMANUFACTURING ACTIVITIES INVOLVING 
SELECTED PSYCHOTROPIC DRUGS IN C-III AND C-IV 

ØEND-OF-YEAR INVENTORY OF SELECTED PSYCHOTROPIC 
DRUGS IN C-III AND C-IV IF USED IN MANUFACTURING 
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Reporting Overview 

What is Reported to ARCOS? 

ØNO ACTIVITY FOR THE REPORTING PERIOD 
ØNO INVENTORY AT THE END OF THE YEAR 

ØTHEFT AND LOSS 
Ø IN-PROCESS INVENTORY 

ØRETURNS 
ØWASTE 

ØDESTRUCTION 
Ø SAMPLES 

ØNot sure? Call the ARCOS Unit!!! 202-307-8600 
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Reporting Overview 

Repackaging and Relabeling 

Ø Do not use the original manufacturer’s NDC 

Ø Must obtain a unique labeler code 
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Reporting Overview 

Reporting Frequency 

Ø ONLY PICK ONE 

Ø Must file report even if no activity for 
period (Trans Code “7”) 
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Reporting Overview 

Reporting Frequency 

Ø Different from YERS (Quota) 

Ø Must report even if no inventory (Trans Code “8”) 
Ø Reportable materials on hand as of December 31st  

Ø Quarterly Reporters: Part of 4th quarter report 
Ø Monthly Reporters: Part of December report 
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Reporting Overview 

Reporting Frequency 

Ø Cumulative, at the end of the year 

Ø Quarterly, if permission is granted  
(21 C.F.R. § 1304.33(b)) 

OR 
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Filing Reports 
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Filing Reports 

Methods of Filing Reports 
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Filing Reports 

Methods of Filing Reports 
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Filing Reports 

PC Field Edit Software 

Ø Phase-out beginning 
Nov. 2015 with release 

of ARCOS Online 

Ø Limited functionality 
with newer versions of 

Windows 

Ø No plans for upgrades 

Ø EDI upload will require 
own method of creating 

text file report 
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Filing Reports 

Reporting Electronically 
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Filing Reports 

Methods of Filing Reports 

EDI Upload 
Ø Must be in text format 

Ø Phase out of PC Field Edit 

Ø Other means of generating text file 

Ø Most appropriate for large volume 
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Filing Reports 

Methods of Filing Reports 

ARCOS Online 
Ø Releasing in “phases” 

Ø First phase – eliminate  
PC Field Edit software 

Ø Future phases – increase 
integration with EDI uploads 

and error corrections 
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Filing Reports 

Methods of Filing Reports 

DEA Form 333 
Ø Must be requested 

Ø Data entry = takes longer 

Ø No “scanning machine” 

Ø Human error factor 

Ø Good back-up option 
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Filing Reports 

Single vs. Central Reporting 

Field office permission 
required  

(21 C.F.R. § 1304.04) 

Default reporting 
method 

Records at central 
location 

Multiple registrations 

One registration 
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Filing Reports 

Reporting On Time 

Reports are due the 15th day of the 
month following the end of the 
reporting period (per 21 C.F.R. § 

1304.33(b)) 
 

Extensions cannot be granted by the 
ARCOS Unit 
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Filing Reports 

Reporting On Time 

: EDI print-out is not 
confirmation that the report has 

been processed 
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Filing Reports 

Reporting On Time 
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CONFIRMATION OF PROCESSED REPORT: 
Ø Daily Transactions Processing print-out 
Ø Screenshot of “Submitted” status (ARCOS Online) 
Ø Downloaded .pdf or text file (ARCOS Online) 



Filing Reports 

Reporting Exceptions 

41 

DEA cannot grant exceptions to 
requirements imposed by the 

Controlled Substances Act (CSA) 

21 U.S.C. § 827(d): Reporting of 
controlled substance activity as 

required by the Attorney General  



Filing Reports 

Reporting Exceptions 
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HOWEVER … 

DEA may grant an exception from 
the ARCOS reporting provisions of  

21 C.F.R. § 1304.33 to the extent that 
they go beyond what is required by 

statute (per 21 C.F.R. § 1307.03) 



Filing Reports 

Reporting Exceptions 
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Exception requests must be directed to 
the Deputy Assistant Administrator in 

charge of the Office of Diversion 
Control 

Until or unless an exception to 
reporting is granted, reporting will be 

required 



Record Retention 

Complete & Accurate 44 



Record Retention 

Complete & Accurate 45 



Understanding Errors 
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Error Transactions 

Understanding Errors 

 



Requesting Deletion 

Ø Checking for patterns of abuse – 
submitting requests every two years? 

Ø State record retention requirements 
considered (per 21 C.F.R. § 1307.02) 

Ø Field office concurrence 

Understanding Errors 48 

Ø Can the reporter correct the error? 



Requesting Deletion 

Understanding Errors 49 



Correcting Errors 

Understanding Errors 50 



Correcting Errors 

Understanding Errors 51 



Correcting Errors 

Understanding Errors 52 



Correcting Errors 

Understanding Errors 53 



Correcting Errors 

Understanding Errors 54 



Correcting Errors 

Understanding Errors 55 



Correcting Errors 

Understanding Errors 56 



Correcting Errors 

Understanding Errors 57 



Correcting Errors 

Understanding Errors 58 



Most Common Errors 

Understanding Errors 

Top 20 Errors (as of 2/2016) 
Rank Code Total % of Total Official Error Description 

1  E76  732,598 41.61% NDC number is not in the drug file 

2  E16  223,775 12.71% Transaction Date outside reporting period and submitted without an Action Indicator 

3  E38  161,104 9.15% Strength is not null/0 or 1000, then Quantity must be 1 

4  E53  105,878 6.01% Order Form Number is required for schedule 1 and 2 drugs 

5  E61  81,488 4.63% The Transaction ID has an incorrect length (must be 10 and zero fill). 

6  E48  68,421 3.89% Associate Registrant Number is not in the CSA master file 

7  E52  64,311 3.65% Order Form Number has not been correctly entered 

8  E45  55,386 3.15% Transaction Code requires a valid Associate Registrant Number 

9  E31  52,934 3.01% Unit must be blank, D, or K with this NDC number 

10  E13  46,841 2.66% Transaction Date must be the last day of the reporting month or quarter 
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Most Common Errors 

Understanding Errors 

Top 20 Errors (as of 2/2016) 
Rank Code Total % of Total ANOTHER EXPLANATION 

1  E76  732,598 41.61% The ARCOS Unit has not received this product information 

2  E16  223,775 12.71% The Transaction Date was from a prior period with no Action Indicator included 

3  E38  161,104 9.15% NDC requires Strength of blank, zero, or 100% for Quantity greater than 1 

4  E53  105,878 6.01% Transactions for C-I and C-II drugs require an Order Form Number 

5  E61  81,488 4.63% Transaction length is incorrect, resulting in incorrect length of Transaction Identifier 

6  E48  68,421 3.89% Invalid or missing Associate Registrant Number (see E45) 

7  E52  64,311 3.65% Invalid Order Form Number 

8  E45  55,386 3.15% Invalid or missing Associate Registrant Number (see E48) 

9  E31  52,934 3.01% NDC requires Unit to be blank, D (dozens), or K (thousands) 

10  E13  46,841 2.66% Transaction Date must be last day of the month or quarter, depending on frequency 
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Most Common Errors 

Understanding Errors 

Top 20 Errors (as of 2/2016) 
Rank Code Total % of Total Official Error Description 

11  E35  20,764 1.18% Strength must be blank for bulk finished or 0001 to 1050 for bulk raw 

12  E33  19,063 1.08% Unit must be 5 or 6 with this NDC number 

13  E46  16,452 0.93% Associate Registrant Number is invalid for Transaction Codes Y, G, or Z 

14  E32  13,969 0.79% Unit must be 1, 2, 3, or 4 with this NDC number 

15  E29  13,389 0.76% Quantity must be greater than zero 

16  E40  10,028 0.57% Transaction code is invalid. (See the ARCOS handbook for valid codes.) 

17  E37  9,993 0.57% Strength must be blank 

18  E12  9,529 0.54% Transaction Date contains an invalid month and/or an invalid day 

19  E42  8,557 0.49% Transaction Code requires the Associate Registrant Number to be blank 

20  E47  8,454 0.48% Associate Registrant Number and Reporting Registrant Number can't match 
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Most Common Errors 

Understanding Errors 

Top 20 Errors (as of 2/2016) 
Rank Code Total % of Total ANOTHER EXPLANATION 

11  E35  20,764 1.18% Strength must be blank for bulk finished product; 0001 - 1050 (0.1% - 105% for bulk raw) 

12  E33  19,063 1.08% NDC requires Unit to be 5 (milliliters) or 6 (liters) 

13  E46  16,452 0.93% Codes Y (destruction), G (Gov’t supplied), or Z (seizure) require authorized registrant 

14  E32  13,969 0.79% NDC requires Unit to be 1 (micrograms), 2 (milligrams), 3 (grams), or 4 (kilograms) 

15  E29  13,389 0.76% Quantity cannot be zero; Contact ARCOS Unit for assistance 

16  E40  10,028 0.57% Invalid Transaction Code 

17  E37  9,993 0.57% Strength field error; Contact ARCOS Unit for assistance 

18  E12  9,529 0.54% Invalid Transaction Date 

19  E42  8,557 0.49% Transaction Code requires blank Associate Registrant Number field 

20  E47  8,454 0.48% Associate Registrant Number cannot be the same as Reporting Registrant Number 
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Other Errors Worth Noting 

Understanding Errors 

Code Official Error Description 

 E15  Transaction Date is later than the run date 

 E28  Quantity must be numeric 

 E14  Transaction Code requires a year-end date in the Transaction Date 

 E06  Action Indicator must be blank, A, I, or D 

 E49  Associate Registrant Number is not valid for the Transaction Code 

 E36  Strength must be blank or numeric 

 E34  Unit must be blank, D, K, 1, 2, 3, 4, 5, or 6 

 E75  NDC number is invalid. It contains one or more spaces 

 E22  Correction Number is not in the error file; The transaction is deleted 

 E23  Transaction has already been corrected; Please do not submit it again 

 E77  NDC number is not ARCOS reportable; Don't submit corrected transaction 

 E60  The transaction record is a duplicate 
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Other Errors Worth Noting 

Understanding Errors 

Code ANOTHER EXPLANATION 

 E15  Transaction Date was in the future when the report was filed 

 E28  Invalid Quantity 

 E14  Transaction Code requires December 31st as the Transaction Date 

 E06  Invalid Action Indicator 

 E49  Conflict between Associate Registrant Number and Transaction Code; contact ARCOS Unit for assistance 

 E36  Invalid Strength 

 E34  Invalid Unit 

 E75  Invalid (i.e. improperly formatted) NDC 

 E22  Correction Number not found; This transaction was ignored 

 E23  Error was already corrected; This additional attempt to correct it was ignored 

 E77  NDC represents non-reportable material; Transaction was not processed 

 E60  This was a duplicate transaction and was not processed 
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ARCOS NDC Dictionary 
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ARCOS NDC Dictionary 

ARCOS NDC Dictionary 

Transactions cannot be processed 
unless the National Drug Code 

(NDC) is in the ARCOS dictionary 

: Please send 
product labels to the ARCOS Unit!!! 
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NDC in ARCOS Format 

ARCOS NDC Dictionary 

LABELER 
CODE 

PRODUCT 
CODE 

PACKAGE 
CODE 
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Converting to ARCOS Format 

ARCOS NDC Dictionary 

Using ZERO FILL in Each Section 

ORIGINAL 
ARCOS 

ORIGINAL 
ARCOS 
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Non-Reportable vs. Non-Scheduled 

ARCOS NDC Dictionary 

NON-REPORTABLE NON-SCHEDULED 
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Non-Reportable vs. Non-Scheduled 

ARCOS NDC Dictionary 

NON-REPORTABLE NON-SCHEDULED 
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Examples Examples 



Use of Generic NDCs 

ARCOS NDC Dictionary 

“G” number 
“Pseudo” NDCs 
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Submitting Labels or Documentation 

ARCOS NDC Dictionary 72 



Transaction Records 
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Control Record – Report Header 

Transaction Records 74 



Control Record – Report Header 
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Control Record – Report Header 

REPORTING REGISTRANT 

ASTERISK 

REPORTING PERIOD 

REPORTING FREQUENCY 

CENTRAL REPORTER 

Required … Must reflect registration on which 
the report is being filed, and must match 
reporting registrant in each transaction line. 

Required (placeholder) … Failure to include will result in an improperly 
formatted Control Record. 

Required … Can only be “M” for monthly 
reporters or “Q” for quarterly reporters. 
Anything else in this field will prevent the report 
from processing. 

Required … For monthly reporters, must be last day of 
month reported. For quarterly reporters, must be last 
day of quarter reported. 

Not always needed … Only use when subsidiary of 
Central Reporter. Otherwise, leave blank. 
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Control Record – Report Header 

77 Transaction Records 



Control Record – Report Header 
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Control Record – Report Header 
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80-Character String 

80 Transaction Records 



Reporting Registrant 
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Reporting Registrant 
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Transaction Code 
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Transaction Code 
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Transaction Code: Acquisitions 
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Transaction Code: Acquisitions 
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Transaction Code: Acquisitions 

87 Transaction Records 



Transaction Code: Acquisitions 
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Transaction Code: Acquisitions 
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Transaction Code: Acquisitions 
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Transaction Code: Dispositions 
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Transaction Code: Dispositions 
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Transaction Code: Dispositions 
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Transaction Code: Dispositions 
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Transaction Code: Inventory 
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Transaction Code: Inventory 
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Transaction Code: Inventory 
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Transaction Code: Inventory 
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Transaction Code: Inventory 

99 Transaction Records 



Transaction Code: Manufacturing 

100 Transaction Records 



Transaction Code: Manufacturing 

101 Transaction Records 



Transaction Code: Manufacturing 
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Transaction Code: Manufacturing 

103 Transaction Records 



Transaction Code: Manufacturing 
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Transaction Code: Manufacturing 

105 Transaction Records 



Transaction Code: Manufacturing 
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Transaction Code: Manufacturing 
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Transaction Code: Manufacturing 
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Transaction Code: Manufacturing 
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Transaction Code: Manufacturing 

110 Transaction Records 



Transaction Code: Manufacturing 
Exception to Reporting Manufacturing 
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Transaction Code: Other Codes 
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Transaction Code: Other Codes 
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Transaction Code: Other Codes 

114 Transaction Records 



Action Indicator 
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Action Indicator 
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Action Indicator 
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Action Indicator 
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Action Indicator 
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Action Indicator 
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Action Indicator 
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Action Indicator 
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Action Indicator 

123 Transaction Records 



National Drug Code (NDC) 
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National Drug Code (NDC) 
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National Drug Code (NDC) 
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National Drug Code (NDC) 
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National Drug Code (NDC) 
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National Drug Code (NDC) 
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The Transaction Record 
National Drug Code (NDC Number) 
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Quantity 
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Quantity 

In conjunction with Unit and Strength fields, Quantity 
represents number of grams, milligrams, 

micrograms, kilograms, milliliters, or liters 
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Quantity 

Quantity represents number of packages or, if 
reporting by individual unit, the number of units 
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Quantity 
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Quantity 

NDC 12345-0123-01 
= Oxycodone HCl 5mg Tablet 

Package of 100 Tablets 
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Quantity 

NDC 02468-2468-** 
= Oxycodone HCl  

Raw Material 

136 Transaction Records 



Unit 
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Unit 
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Unit 
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Unit 
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Associate Registration Number 
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Associate Registration Number 
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Associate Registration Number 
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Associate Registration Number 
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Order Form Number 
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Order Form Number 
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Order Form Number 
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Order Form Number 
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Transaction Date 
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Transaction Date 
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Transaction Date 
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Transaction Date 
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Correction Number 
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Correction Number 
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Correction Number 
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Correction Number 
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Strength 
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Strength 
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Strength – Partial Package 
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Strength – Partial Package 
Example 

For this example, 12345-0123-01 represents a 
package of 100x OXYCODONE HCL TABLETS 
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Strength – Partial Package 

Note that the Quantity is “1” 

“0900” = 90% 

90% of 100 tablets = 90 tablets 

Example 
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Strength – Partial Package 
Example 

Registrant RP9999999 is reporting a purchase of 90% 
of a package of 100x OXYCODONE HCL TABLETS  

(NDC 12345-0123-01) from registrant RS8888888 
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Strength – Purity 
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Strength – Purity 
Example 

For this example, 54321-0321-** represents 
HYDROCODONE BITARTRATE RAW MATERIAL 
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Strength – Purity 
Example 

Quantity of 5 with Unit of 
“2” indicates 5 milligrams … 

… and Strength of “0550” 
indicates a purity of 55% 
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Strength 
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Transaction Identifier 
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Transaction Identifier 

Always a required field! 

Ø EDI/text file = 10 digits 
Ø DEA Form 333 = 5 digits 
Ø ARCOS Online = 
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Transaction Identifier 
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Transaction Identifier 
Ø Unique to each transaction line of the 

report – with some  … 

§ Correcting a transaction from a 
previously submitted report 

§ Deleting or adjusting a 
transaction from a previously 
submitted report 
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Column 80 
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Formatting Differences 
ARCOS Online 

172 Transaction Records 



Formatting Differences 
Paper Reporting – DEA Form 333 
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Resources 
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Resources 

Resources 175 



Online & Reference Material 

Resources 176 



Online & Reference Material 

Resources 177 



Online & Reference Material 

Resources 178 



Online & Reference Material 

Resources 179 



Online & Reference Material 

Resources 180 



Contacting Diversion Control 

Resources 

www.DEAdiversion.usdoj.gov 
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Food and Drug Administration 

Resources 

Drug Registration and Listing 

General Email: EDRLS@fda.hhs.gov 

Food and Drug Administration 
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National Library of Medicine 

Resources 

DailyMed 
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ARCOS Help 

Resources 

202-307-8600 

ARCOS_Unit@usdoj.gov 
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Questions 

185 
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